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Though people in developing countries make
up around 80 percent of the world's population,
they only account for 20 percent of worldwide
pharmaceutical sales.' Global health research
dedicates less than 10 percent of its spending to
those diseases that primarily affect the poorest 90
percent of the world's population, also known as
the "10/90 gap.' 2 Unfortunately, ensuring access
to medicine in developing countries proves
difficult. 3
In 1995. the World Trade Organization ("WTO")
Agreement on Trade-Related Aspects of
Intellectual Property Rights ("TRIPS") created
obligatory standards of intellectual property
protection by xvhich WTO member countries
must abide.4 In 2001, amid mounting concern
from developing countries regarding access
to medicine, the WTO adopted the Doha
Declaration on TRIPS and Public Health.5
The Declaration recognized the problem many
developing countries were having with accessing
necessary medicine and, as a result, held that
the TRIPS Agreement should not prevent WTO

member countries from protecting public health.6
Although the Doha Declaration admitted the
importance of intellectual property protection,
it affirmed WTO members' right to use the
flexibilities of the TRIPS Agreement, which
could suspend patent protection.8
The right to exploit the flexibilities in the TRIPS
Agreement was further emphasized in 2003
when the council announced its decision to all ow
developing countries that lacked the ability to
manufacture pharmaceuticals domestically to
issue compulsory licenses to obtain medicine
from other countries.) Prior to this announcement,
because of the wording of Article 31 of the

TRIPS Agreement, developing countries without
domestic manufacturing capabilities could not
utilize the benefits of compulsory licenses.10
The 2003 council decision made it easier for
all countries to take advantage of compulsory
licensing and, in doing so, authorized lesser
patent protection.1 II
However, the flexibilities provided by the
TRIPS Agreement and reaffirmed in the Doha
Declaration and the council decision of 2003
may not be in the best interest of developing
countries. This paper considers the role of
intellectual property rights in the development
of pharmaceuticals by exploring the patent
protection offered in the TRIPS Agreement and
contrasting it with the flexibilities enhanced in the
Doha Declaration and 2003 council decision. Part
II provides background on the TRIPS Agreement,
Doha Declaration, and council decision of 2003.
This section also clarifies the importance of
the patent system for pharmaceutical research,
development, and innovation. 12 Part III
considers the Doha Declaration, specifically its
promotion of compulsory licenses and parallel
imports, and illustrates the detrimental effects
it has on public health." Part IV recommends
alternative approaches that would provide
medication xwhile still protecting pharmaceutical
innovation. The first approach advocates the use
of data exclusivity, which protects the patent
registrant's data from generic knockoffs. 14 The
second approach supports mechanisms like costsharing and prize funds, which enable generic
medications but provide adequate remuneration
to the pharmaceutical patent holder so that
they may effectively recoup the cost of their
investment.15 And the third approach promotes
price differentiation, charging different prices
in different markets, to enable innovation.1-6
This section also emphasizes the role that
countries themselves play in providing access
to medicines and reconmmends strong domestic
legislation for providing access to medicine 1 '
Finally, Part V concludes with the assertion that
strong patent protection is xvital for access to nexw
pharmaceuticals in dev eloping countries.

A. The TRIPS Agreement
On April 15, 1994, members of the World Trade Organization
(WTO) signed what has become an incredibly controversial
agreement: the Agreement on Trade-Related Aspects of Intellectual
Property Rights (TRIPS).1 The TRIPS Agreement requires WTO
Members to adhere to defined standards of intellectual property
protection while attempting to strike a compromise between the
long-term objective of providing incentives for innovation and the
short-term objective of utilizing existing ideas, products, and other
inventions.19 The TRIPS Agreement covers a broad spectrum of
products, but its effect on access to pharmaceuticals has raised the
most concern.)
The TRIPS Agreement prov ides flexibilities that relax its patent
protection requirements.21 Article 31 allows for the use of a patented
product without the patent holder's authorization and thus provides
the most important exceptions to the TRIPS Agreement. 22 Member
countries have interpreted Article 31 to allow for compulsory
licenses 23 and parallel imports.24 This interpretation has created a
conflict with those in favor of strong patent protection. 25
B. The Doha Declaration
After the implementation of the TRIPS Agreement, WTO member
nations expressed concern regarding the provisions in the TRIPS
Agreement, which many believed increased the cost of medicine.
The Fourth WTO Ministerial Conference, held in 2001 in Doha,
Qatar, addressed these concerns with the adoption of the Declaration
on the TRIPS Agreement and Public Health (also known as the
Doha Declaration).27
The Doha Declaration emphasized the WTO's commitment to
promoting public health and affinned the right of WTO countries
to use the flexibilities of the TRIPS Agreemeut to meet this goal. 8
Specifically, the Doha Declaration confirmed the use of compulsory
licensing as an acceptable measure to promote public health.29
The Doha Declaration also pronounced the freedom of member
countries to establish their own policies on the exhaustion of
intellectual property rights.39 In doing so, the Doha Declaration
gave each country the right to determine whether to authorize
parallel imports.3
Known as the TRIPS "flexibilities," compulsory licensing and
paiallel imports seive as the central source of contcntion vvithi the
Doha Declaration. Though the Doha Declaration did not change
any prov isions vwithin the TRIPS Agreemcnt, it was nonetheless
significant because it reinterpreted the ITRIPS Agreement in a way
that emphasized the right ofWITO memhers to use these flexibilities
to protect public health.3 2
1. ParallelJImportis

Paiallel importation occurs whcn the patent holder sells a diug
to a country and thc buyer exports the ding to anothcr countirywithout the authorization of the patent holder-where the price

for the patented drug is higher. The existence of parallel imports
depends on the domestic legislation of the exporting country.34 if
the country's domestic legislation extinguishes the rights of the
patent holder once the product sells, then parallel importation will
likely occur. For instance, if domestic legislation forces a patent
holder to relinquish her rights to the product once it sells, then
the patent holder cannot further regulate the product and has no
legal right to prevent the sale of the product to a more expensive
market (parallel importation).15 However, if the domestic legislation
prohibits the exhaustion of the patent holder's rights, then the patent
holder can prevent parallel importation because she still has rights
to the product. 36
The following example further clarifies parallel importation
and illuminates the importance of the exhaustion of intellectual
property rights. Suppose a pharmaceutical patent holder sells a
drug into the market of Country X for $1/unit. In Country Y, the
patent holder charges $2/unit. If, after selling the product. the patent
holder exhausts his rights, he has no right to prevent Country X
from exporting the drug to Country Y, charging a lesser amount (i.e.
parallel importation), and thereby undercutting the patent holder's
desired price in Country Y.37 To enhance access to medication,
pharmaceutical companies will often sell drugs in developing
markets for discounted prices. However, the parallel importation
of medicine into more expensive markets hurts these companies
financially and, therefore, deters such philanthropy. 8
The TRIPS Agreement does not address the principle of exhaustion
and parallel imports, but the Doha Declaration actually enforces
them both.39 The TRIPS Agreement specifically reads, "nothing in
this Agreement shall be used to address the issue of the exhaustion
of intellectual property rights."'40 By not addressing the topic, the

TRIPS Agreement avoids encouraging WTO member countries to
take a particular stance on the exhaustion of intellectual property
rights.41 Conversely, by leaving the decision of whether to authorize
the exhaustion of intellectual property rights up to the individual
countries, the Doha Declaration validates the use of parallel
imports.42
2. Conpulsory Licenses

A compulsory license is the governmental authorization to itself or
a third party to use a patent without the permission of the actual
patent holder.43 TIhe ITRIPS Agreement establishes a country's
ahility to issue a compulsory license, and the Doha Declaration
reinforces that right.44 Specifically, the Doha Declaration states,
"Each memher has the right to grant compulsory licenses amnd the
freedom to determine the grounds upon which such licenses are
granted." 45 The henefit of compulsory licenses, howev er, is a pivotal
point of dispute hetween those who faxvor stronger patent protection
and those who do not.46
The TRIPS Agreement specifically states that WTO inemher
countries may authorize compulsory licenses for "'the supply of
the domestic market of the Member authorizing such use." 47 This
means that a WTO member country may, without the authorization

of the patent holder, authorize a compulsory license, either to
the government or to someone within that country, to reproduce
a patented product within its own borders and for its domestic
market. 48 A country cannot export a product produced under a
compulsory license. This is problematic for those countries lacking
domestic manufacturing capabilities that are thereby prevented
from importing products manufactured in another country under a
compulsory license.49 Ihis language affected countries like Brazil
and India, which heavily exported drugs to countries without
domestic manufacturing capabilities, o as well as the countries that
relied on these imported drugs. 5

account for 70 percent ofthe drug cost, while manufacturing accounts
for only 30 percent." Thus, absent patent protection, a generic drug
manufacturer could reproduce the drug for a fraction of the cost and
sell it for less than the patent holder. 6 Because the manufacturing
costs are significantly less than the research and development costs
that the patent holder pays, the generic manufacturer does not have
to recover this expense in the form of higher prices. 6 7 When the
same product is sold in the same market for two different prices,
consumers will most likely buy the less expensive generic version.68
Thus, the patent holder takes on all of the cost of creating the drug
and gets little in return.

In paragraph 6 of the Doha Declaration, the WTO ministers
recognized that countries lacking domestic manufacturing
capabilities in the pharmaceutical sector could face difficulties
in effectively using compulsory licensing under the TRIPS
Agreement. 5' Ihe WTO ministers instructed the Council for TRIPS
to find "an expeditious solution" so that countries unable to produce
pharmaceuticals domestically can import patented drugs made
under compulsory license.5 The WTO General Council adopted
Paragraph 6 of the Doha Declaration on August 30, 2003.54

Because it takes many years to recoup the high costs associated
with drug research and development, an effective patent life is
a particularly important economic incentive for innovation.69
Absent a period of restricted competition, pharmaceutical creators
cannot recoup their research and development costs and will lack
any incentive to continue to develop new drugs.0 Thus, patent
provisions serve as the primary incentive for commercial enterprises
to undertake research and development on new and innovative
pharmaceutical products.

C. The Council Decision
In 2003, the Council for TRIPS agreed to waive temporarily
the domestic supply requirements of Article 31 of the TRIPS
Agreement, thereby allowing countries to import products made
under compulsory license in another country.i The council held
that the inability of least developed countries to access medicine
constituted an "exceptional circumstance" warranting a waiver of
the obligations in the TRIPS Agreement.56
D. The Importance of Patent Protection for Pharmaceutical
Development
Intellectual property rights and patent protection serve as a critical
stimulus for pharmaceutical innovation.5 In contrast to many
other research-intensive industries (such as the computer industry),
the pharmaceutical industry heavily relies on patent protection. 8
Pharmaceutical companies view patents as a necessity because of
the extremely lengthy, expensive, laborious, and risky research and
development process for pharmaceuticals.t From the discovery of
the drug to Food and Drug Administration (FDA) approval takes ten
to fifteen years, and only one out of exvery five thousand medicines
tested receives FDA approval>0o Prior to tbe introduction of a new
drug, research and development results in a negatixve cash flow for
pharmaceutical companies. 6m Because the maiority of drugs are
not successful, pharmaceutical companies must recoup the costs
of their investments in their highly profitable drugs>" Thus, these
few successful drugs serve as the money making source and thereby
sustain the company.6^
Competition from generic drugs prov ides substantial risk to the
investment of pharinac eutical development, thus, xvithout patent
protection, the pharmaceutical company's investments in research
and development are jeopardized.6 The upfront costs associated
with pharmaceutical production, such as research and development,

A. The lack of patent protection established in the Dohn
Declaration contradicts the intent of the TRIPS Agreement.
The preamble to the TRIPS Agreement presents the desire among
WTO members to promote international trade, which the TRIPS
Agreement recognizes as requiring adequate and effective protection
of intellectual property rights.72 However, the patent protections
encoded in the TRIPS Agreement, which prevents against the
unauthorized use of the product by a third party, are essentially
eviscerated in the Doha Declaration's commitment to compulsory
licensing> The TRIPS Agreement focuses predominantly on
the importance of intellectual property protection and recognizes
the dependency of innovation on intellectual property protection,
whereas the Doha Declaration takes a substantial step back from
this position by relinquishing a large portion of the patent owner's
exclusivity by permitting compulsory licensing and parallel
imports.74
Ihough the Doha Declaration recognizes the importance of
intellectual property protection in developing new medicines, it
declares that a decrease in patent protection through compulsory
licenses is essential to promoting public health 7 " The Doha
Declaration notes that the development of new medicine relies on
intellectual property protection but simultaneously proclaims that
the TRIPS Agreement should be read in a manner that promotes
public health, particularly, univ ersal access to medicine.' 6 In
order to enhance public health and access to medicine, the Doha
Declaration states~that WTO member countries have the tight to
issue compulsory licenses. Ironically, as is argued in the fbllowing
pairagraphs, by utilizing compulsory licensing as av ebicle to adsvance
public health, the Doha Declaration actually demeans public health
because compulsory licensing leads to decreased innovation in
pharmaceutical products and grossly subpar medicine.

SThe Doha Declaration's objective of enhancing public health
in developing countries through compulsory licensing and
parallel imports is ineffective because the Doha Declaration
actually decreases incentives for pharmaceutical companies to
enter the market.
IThe patent protection intended under the ITRIPS Agreement
increased the incentive for investment by providing a period of
restricted competition, which would generate enough revenue to
enable patent holders to pay off the cost of their investment in the
product.' However, the Doha Declaration's allowance ofcompulsory
licensing and parallel imports weakened the integrity of the patent
and thereby decreased the incentive to conduct research and
development for much needed medication. 9 By permitting the use
of compulsory licenses and parallel imports, the Doha Declaration
substantially decreased the amount of money that patent holders can
potentially earn and thus destroyed the ability of patent holders to
recoup the cost of their investment; thereby impeding incentives to
conduct research and development on neglected diseases affecting
developing nations.80
1. The Doha Declarationgrants member countries too much
authority to issue compulsory licenses, which deters investinent in
pharmaceuticalresearch and developinent.

The Doha Declaration gives each member country the right to grant
compulsory licenses and the freedom to determine the grounds
upon which compulsory licenses may be granted.?1 This broad
discretion facilitates abuse by countries that use the compulsory
license to avoid buying patented products or to address non-urgent
health problems.82 For instance, when Thailand issued a compulsory
license for Kaletra, an AIDS medication manufactured by Abbot
Laboratories, Abbott Laboratories was already selling the drug to
Thailand at a substantially discounted rate.t In 2007. Thailand also
issued a compulsory license for Plavix. a heart disease medication. 84
Thailand's use of the compulsory license was controversial because
Thailand is a middle-income country, as opposed to a developing
nation; moreover, the compulsory licensing of Plavix served as the
first time a country issued a compulsory license for a medication
geared towards a chronic disease as opposed to an infectious
disease.8 5 This issuance may signal a new era where countries issue
compulsory licenses for drugs that treat illnesses beyond infectious
diseases and for any drug available on the market, which may
exceed the purpose of the Doha Declaration. 86
Because of the Doha JDeclaration, countries may issue compulsory
licenses for xxhatever reason they choose, including broad
interpretations of xvhat constitutes the public interest> For
instance, the Doha Declaration allowss countries to determine that an
epidemic constitutes a "national emergency" for which the country
may issue a compulsory license.8 Thus. pharmaceutical companies
contemplating research and dcxvelopmcnt on a disease affecting
dcxveloping nations nowx haxve the added disincentive of knowing
that in the cxvent they dcevelop a successful ncxv drug, a dcxeloping
country may arbitrarily declare an epidemic a "national emergency"
and award compulsory licenses to copy the drug. 89 Forcing a patent

owner to give up their exclusive rights to the product or process

strips the patent of its entire purpose and prevents patent holders
from fully recouping the costs of their investments. 90 As a result,
the incentive for investing in research and development for new
medicines declines. 91
2. The Doha Declarations allowance of parallel imports
discouragespharniaceuticalpatent holdersfroi selling their
product in developing nationsfor cheaperprices.

The Doha Declaration interprets the TRIPS Agreement in a manner
that allows member countries to establish their own policies on
the exhaustion of intellectual property rights and thereby enables
each menber country the decision of whether to allow parallel
importation.9 'Without parallel importation, pharmaceutical patent
holders are more willing to sell their products at lower prices in
developing nations.93 This willingness stems from the knowledge
that their low-priced products will not be re-exported to undercut
their prices elsewhere.94 Honeverx,where the market for needed
medications is weak, the availability of parallel imports diminishes
this willingness to sell for less. 95 As a result, many developing
nations are priced out of the market, without access to medication. 96
Because pharmaceutical production is such an extensive and costly
process, pharmaceutical patent holders rely on patents to protect
their investment. Yet, compulsory licenses and parallel imports
destroy the patent protection that pharmaceutical patent holders
require for innovation. In doing so, compulsory licenses and parallel
imports discourage research and development for new medicine and
thereby restrict medicine in developing nations.
C. Compulsory licensing and parallel imports jeopardize the
public health in developing nations.
Despite their endorsement by the Doha Declaration, compulsory
licenses and parallel imports are not a panacea for developing
countries' access to medicine problems." The amount of time
it takes to issue a compulsory license can be lengthy while the
administrative and regulatory steps for negotiating and issuing a
compulsory license can be extensive and burdensome. Moreover,
the narrow scope and duration of a compulsory license provide
only temporary relief for countries seeking access to medicine.
Fear of trade retaliation from developed countries deters countries
from issuing compulsory licenses98 Additionally, parallel imports
prevent medication from reaching the general public in dcxveloping
nations and run the risk of creating loxv quality drugs that may harm
and ceven kill people. 99
1. The Coinpulsoiy licensingprocess takxes too long and is too
complicated to provide countiries with the medicine they need.

Ihe Doha Declaration touted compulsory licenses for
pharmaceutical products as a mechanism to improxve public health
and, consequently, promoted compulsory licenses through broad
language of support; but the Doha Declaration failed to provide
specific requirements regarding the implementation ofcompulsory
licenses.t 00 This lapse failed to clear the various obstacles associated

with issuing a compulsory license such as the length of time it
takes to issue a compulsory license and the cumbersome process of
issuing a compulsory license. For instance, it took nearly three years
of negotiating for Malaysia to procure much needed antiretroviral
treatment after issuing a compulsory license.101 For those countries
in need of immediate access to medicine, the lengthy compulsory
licensing process prevents the public from receiving medicine,
thereby putting the public's health at risk.
Additionally, many countries find the process of issuing a compulsory
license too cumbersome, which prevents compulsory licenses
from being used.10' For example, after the 2003 council decision,
Canada modified its drug patent legislation to export drugs to least
developed countries.103 The goal was to facilitate timely access to
generic medicine and medical devices for developing countries. 104
Though the drug shipments were successfully shipped to Rwanda,
the regulatory process was so complex that no other developing
country has tried to order drugs from Canada.i0S
A country that lacks domestic manufacturing capacities must go
through a long series of different steps to import a drug issued under
compulsory license.106 The process is further complicated by the
fact that the steps must be followed each time a country exports the
drug, even if the same drug is exported to a different country.107
These complex procedures contradict the Doha Declaration's goal
of providing access to medicine because they make it more difficult
for countries to provide medicine for the public.108 Thus, for the
least developed countries, the amount of time it takes to issue
a compulsory license is too long, and the overall process is too
complex.109
2. Developing countries cannot rely on compulsory licesing as a

central sourcefor access to medicine.
The compulsory license is an inadequate treatment for medically
needy countries.11 0 By continuously importing medicines, a
developing country will never learn how to sustain itself and will
remain reliant on other more developed countries." Consequently,
counties that are trying to establish their public health program and
gain access to medicine should not rely on compulsory licenses.1
3. Coinmpulsory licenses often result in trade retaliation.
Although the Doha Declaration proclaimed compulsory licenses
as a right, and despite the fact that most WTO member countries
hav e incorporated this right into their domestic legislation, WTO
members' governments iarely awsard compulsory licenscs fbr
Thailand
pharmaceuticals tor fear of trade retaliation.1 iWhcn
issued a compulsoiry license in 2007. the United Statcs retaliated
by placing T hailand on the Section 301 Report. which allows the
United States to place trade sanctions against those cotintries that
do not prov ide adequate intellectual property protection.11 4 South
Africa attempted to pass legislation enabling compulsory licenses
in 1997."" but the Clinton administration listed South Africa in the
Section 301 Report as a result. Consequently, South Africa dropped
its legislation."' Additionally, after Thailand announced its intent

to issue compulsory licenses, the United States listed the country in
the 301 Report.'
4. Allowing developing countries to resell medications via parallel
importation instead of dispersingthe medicine to their citizens
deprives the public of much needed medication.
The WTO adopted the Doha Declaration to provide access to
medicine in low- to middle-income countries,- yet studies show
that parallel importing fails to result in a reduced price for the
consumer. Instead, parallel importation obstructs the ability of the
patent holders to engage in price discrimination across national
markets, thereby preventing developing countries from receiving
the lower priced medication that price discrimination creates.119
Additionally, parallel importing depletes the country's
pharmaceutical supply.t 20 For example, the widespread parallel
importing in Spain has resulted in frequent drug shortages,1/1
and the Spanish people lack access to medicine because Spain's
medicine is resold to other European countries. Sellers make more
money selling to other countries, and therefore, sell off a large part
of Spain's drug supply.122
5. Coipulsory licensing aidparallelimports provide dangerous

substandardmedicine and, therefore, violate the Doha
Declaration's coninitment to iiprovingpublichealth.
The Doha Declaration recognized the protection of public health as
a paramount principle1 23 that necessitates the facilitation of greater
access to medicine.124 To advance access to medicine, the Doha
Declaration promoted the flexibilities of the TRIPS Agreement,
including compulsory licensing, and clarified that developing
countries may issue a compulsory license to produce a drug
domestically or may import generic drugs from other nations. 125
However, these flexibilities have created a public health hazard
because the medicine developing countries produce or receive is
likely substandard, due to a lack of regulation, with the potential
to result in fatal consequences and create drug-resistant viruses. 126
Thus, the flexibilities provided in the Doha Declaration, which were
intended to alleviate the problem of access to medicine and public
health, have merely exacerbated it.
Central to the Doha Declaration's promotion of public health is the
use of the TRIPS Agreement's flexibilities, notably compulsory
licenses and parallel imports, to prosvide universal access to
medicine)127 Yet major health concerns exist regarding the quality
of the dirugs acquircd v ia cotnpulsoiry licensing and parallel
importing.128 G~eneric drugs domestically manufactured or itmported
into deseloping countries aie typically of a lowser quality than drugs
produced by the larger pharmaceutical companies. and though
developing countries may produce the drug for a lowser cost, these
countries generally cannot produce the same product as the patent
holder. When drug manufacturers in developing countries fail to
prosvide exact sversions of the drug, they create ineffectisve medicines
that promote the growth of drug-resistant viruses.129

Drug production requires adhering to stringent procedures to
ensure quality, yet the smaller or lesser-knowx n drug producers
often lack the necessary quality assurances. 130 The importance of
pharmaceutical quality cannot be overemphasized: a sub-strength
or improperly mixed formulation can kill a patient and create
contagious drug-resistant viruses.131 In the 1980s and 1990s,
contaminated medicines killed more than five hundred people in
Argentina, Bangladesh, Nigeria, Haiti and India. In 1998, a locally
made medication contaminated with diethylene glycol, a toxic
solvent, killed thirty-three children in India. 132
The undisciplined use and misuse of pharmaceutical drugs in
developing countries has led to resistance in such diseases as
tuberculosis and malaria.1ii Varying the manufacturing method
alters the drug and makes even the safest drugs harmful.1 Many
drugs are complicated to produce, and the involvement of multiple
manufacturers may lead to different>products.13
Developing countries also lack the capacity to regulate drug
manufacturing and are thus unable to monitor effectively the safety
and potency of the drugs.13 Developing countries lack safety nets
like the Food and Drug Administration and have difficulty enforcing
pharmaceutical legislation. 1-3 For instance, China and India have
become major international suppliers of generic drugs, but qualitycontrol inspections are rarely conducted.3S As these countries
continue to carelessly manufacture more drugs, the risk to human
health grows exponentially 3 Counterfeit drugs, many of which
have expired and should be destroyed, are often sold as parallel
imports and have thus become a problem.140 Kenya allowed parallel
imports until 1997, when it banned the practice after the market
was flooded with unsafe counterfeit drugs of poor quality.141 Many
African cities have "grass pharmacies"

makeshift pharmacies

set up in the streets-which sell medicines touted as antibiotics. 142
However, these drugs typically contain no antibiotic at all, 143 and
the authorities and domestic health organizations do not know the
origin of these drugs. 144 IThus, because of the many problematic
consequences of parallel imports and compulsory licensing,
simply flooding developing countries with less expensive drugs is
reckless. 145

To provide sustainable, long-term access to quality medication,
countries must look beyond compulsory licensing and parallel
imports. and instead adopt measures that incentivize innovation and
research and development. Preserv ing the integrity of the patent and
prutecting intellectual pruperty rights serve as one xxay to protect
the pharmaceutical patent holder's mv estmcnt in pharmaceutical
production. Other options consider relaxing patent protections
in exchange for adequate compensation to the pharmaceutical
company. Prescirving the incentixve of the~pharmaceutical company
is vital to encour aging research and dcxvelopment. Doing so will
pr omote progress in pharmaceutical innoxvation, proxvide greater
access to medicine, and help WTO member countries achieve their
goal of better public health. 146

A. Patent protection must be fortified with data exclusivity or
cost-sharing.
In many developing countries, when a company submits data to the
state's drug regulatory agency for the approval and registration of
a new drug, the regulatory agency enables other companies to use
this data to reproduce and market the same drug.147 Consequently,
the later registrant may free ride on the research and development
of the initial registrant and may market the drug without having
to replicate any of the prior testing performed by the initial
registrant. 148 Because the absence of data protection disincentivizes
drug developers from marketing their product in these countries,
data exclusivity has been touted as a possible solution.149
Data exclusivity refers to the process by which drug regulatory
authorities keep marketing approval data confidential for a set
period to prevent generic knockoffs.o Without data exclusivity,
drug developers have insufficient incentive to undergo the costly
trials and clinical research for drug production and marketing
approval because of the high probability that a generic producer will
recreate and sell the drug for much less. 151Generic producers use
the registration data to reverse engineer their own products and need
only demonstrate that their product is the therapeutic equivalent to the
original drug (bio-equivalency), thereby avoiding spending billions
of dollars in research and development.15 2 However, the generic
replication of drugs impedes drug developers from recouping their
billion-dollar investment in the drug. Consequently, data exclusivity
is a favorable option for drug developers because it keeps the
marketing approval data private and prevents generic knockoffs,
thus enabling drug producers to recoup their investment.153
However developing countries, in particular, argue against the
adoption of data exclusivity and explain that without the ability to
rely on the drug developer's marketing approval data, generic drugs
cannot be produced. The inability to produce generic drugs eliminates
competition and creates expensive, and thus inaccessible, drugs. 154
Another option focuses on using a "cost sharing" approach, wx
hich
allows followx -on firms ("later registrants") to use the marketing
approval data of the initial registrant in exchange for adequate
compensation for the costs of testing.15 The cost-sharing model
prevents the creation of a monopoly period' 6 as well as duplicative
testing.>] After paying adequate remuneration to the initial
registrants, later registrants could begin marketing their products
as soon as they proved bioequivalence. IThis cost-sharing approach
proxvides coiipetition to consumers, whlich niay lowxer prices IThis
method also provides a xvay for the pharmaceutical mianufacturer to
recoup somie of thecir investment in the pruduct. Consequently, costsharing is particularly effective because it addresses the concerns of
both drug dcvelopers and dceveloping countries.1
BPrize funds preserve the pharmaceutical ptent holder's
incentive to conduct research an development for new
medications.
Prize funds serve as an another viable option to promote innovation
and incentivize drug development. Prize finds provide large
monetary prizes, paid for by industrialized nations, to the company

that develops new medications and vaccines for diseases that affect
the developing world. 15' The remuneration amount varies depending
on the health priority of the disease, the number of people the disease
affects, whether the cure or vaccine affects a neglected disease, and
whether the drug is an alternative treatment for an already existing
drug. 160 Drug developers are reluctant to develop drugs for diseases
in developing countries whose markets do not provide an adequate
return on the drug developer's investment.161 Prize funds create
the incentive, which combined with patent protection and price
regulation, supplants the revenue that drug development companies
lose when they develop medicine for the developing world.162 The
prize system separates the cost of innovation from the subsequent
higher price tag that a patent requires, thereby allowing new generic
medicines that can be immediately placed in the market. 163
C. Utilizing price differentiation would provide access to
medicine in developing countries.
Another approach to providing medication to developing countries
at lower prices involves amending the TRIPS Agreement to include
a tiered pricing system based on the income level and economic
prosperity of member countries. 164 Under this system, drug
developers would market drugs at a lower price in developing
nations than in developed nations. 165 Also known as differential
pricing, this system provides developing countries with cheap
medicines while enabling pharmaceutical producers to recoup the
cost of their investments.166 Though drug companies may initially
lose money by selling their drug at the lower cost to the developing
nation, they make up for the loss via the higher prices that they
charge the developed nations. Thus, the differential pricing system
reduces the financial barriers that prevent access to medicine in
developing countries.i61
D. Individual governments must accept greater responsibility
in protecting the public health of their citizens.
Developing countries will not progress in their access to medicine
unless the countries themselves make health care a priority.16 More
than 90 percent of the drugs on the World Health Organization's
(WHO) List of Essential Drugs lack patent protection and have
low price tags.169 However, because many developing nations have
an extremely low per capita spending on medicine, they cannot
afford to purchase the drugs, even at discounted rates.1 (oDeveloped
countries can continue to prosvide aid, and pharmaceutical companies
can continue to donate medicine, but until the countiries themselses
desvelop domestic legislation that spends more on adequate health
caie and creates regulatory agencies to promote the pubilic health,
all efforts ssill prose futile.1

In summary, the Doha Declaration cannot promote puhlic health
and access to medicine in deseloping countries. Compulsory
licenses and parallel imports prosvided by the Doha Declar ation fail
to offer a sustainable answer to the access to medicines problem and
create more problems than they solve. Additionally, without patent
protection, pharmaceutical producers lack an incentive to invest in

research and development for new pharmaceuticals targeting the
diseases that afflict the developing world. To advance public health
and access to medicine, WTO countries must either protect patents
or provide the pharmaceutical companies with adequate profits.
Otherwise, public health in developing countries will remain
stagnant, and access to medicine will continue to be impeded.
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